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Food and Drug Administration
College Park, MD 20740

MAR 8 2004

Mr. Petra Augenstein-Caporale
Chief Pharmacist

Waleda, Inc.

175 North Route 9W

Congers, New York 10920

Dear Mr. Augenstein-Caporale:

This is in response to your letter of February 5, 2004 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)). Your letter for the product “Nursing Tea”
included the product label, which does not comply with the labeling requirements for
dietary supplements in 21 CFR 101.36.

The product, which is labeled as a dietary supplement, bears a “Nutrition Facts” panel
when in fact it is required to bear a “Supplement Facts” label in accordance with 21 CFR
101.36. A dietary supplement that does not bear nutrition labeling in accordance with 21
CFR 101.36 is misbranded under section 403(q)(5)(F) of the Act.

The label also states that it is “Certified Organic Herb Tea.” The use of the term
“organic” in labeling of foods is governed by the requirements of the Organic Foods
Production Act (OFPA), enacted under Title 21 of the 1990 Farm Bill. Under this
authority, the U.S. Department of Agriculture established uniform national standards for
the production and handling of foods labeled as "organic." The Act authorized a new
USDA National Organic Program (NOP) to set national standards for the production,
handling, and processing of organically grown agricultural products. In addition, the
Program oversees mandatory certification of organic production. The Act also established
the National Organic Standards Board (NOSB) which advised the Secretary of
Agriculture in setting the standards upon which the NOP is based. Producers who meet
standards set by the NOP may label their products as "USDA Certified Organic." You
can find more information on whether your product is eligible to be labeled using the
term “organic” at the NOP web site (see

h’g_tp://www.nalusda.gov/afsic/A_EfSIC pubs/orgusda.htm and
http://www.nalusda.gov/afsic/ofp/ofp htm.
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Page 2 - Mr. Petra Augenstein-Caporale

Please contact us if we may be of further assistance.

Sincerely yours,

. Wl—

Susan J. Walker, M.D.
Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, New York District Office, Office of Compliance, HFR-NE140
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Quality Through Nature

'Office of Nutritional Products ‘
Labeling and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition

Food and Drug Administration fro

5100 Paint Branch Pkwy - % 20n4
COLLEGE PARK ,
MD 20740 \\\j

February 5, 2004

Re: NURSING TEA

Pursuant to 21 CFR Part 101.93, Weleda, inc. is filing a Statement of Nutritional
Support for the Dietary Supplement marketed as NURSING TEA. Please note
that the formula has been changed as stated below; the product with the
previous formulation is not marketed any more.

1.

2.

Marketed by: Weleda, Inc., 175 North Route 9W, Congers, NY 10920.

Text of Nutritional Support Statement being made: “Supports Healthy
Lactation.”

Name of dietary ingredients: Fenugreek seed, Anise seed, Fennel seed,
Caraway seed and Lemon verbena leaves.

Brand Name: NURSING TEA.

Substantiation information on file at the company office. The corporate
officer who can certify same is Erk Schuchhardt, President of Weleda, Inc.

A copy of the labeling is attached (box).

Yours truly,

N O Q@va« ((LDM/L,

Petra Augenstein-Caporale, RPh
Chief Pharmacist
Weleda, Inc.
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Weleda, Inc., 175 North Route 9W, Congers, NY 10920
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Privautions : Ne pas utifiser si vous &tes allergique & Fanks, &
contenu dans cette infusion,

Grossesse: Ce produit est recommandé pour fes femmes qul
atiaitent. {f ne devralt pas #tre utliisk durant une Grossesse sans
avoir consuite un madecin traitant.

o catte allégation 'a pas été évalube par fa FOA. Ce produit
n'est pas destiné & diagnostiquer, traiter, gubrir ou prévenir
das maladies.
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converient peietiorm, used for the temporary refiet ot sleepiessness,
nervousness snd agitation, Active ingredients: Avena sativa Tincure (M),

Valerizna Tincture [N), Passifiora incamata Tincture (N), Coffeatosta
Decoction, Humwius kipuus Tincture (N).

Wound-Care:

Applythis esserial baisam for the care of cuts, skin abrasions and sow-
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Calendula officnalis Trcture (M),

WELEDA "
Nursing Tea
Dietary supplement

Supports Healthy Lactation*

WELEDA

Nursing Tea
Dietary supplement
Supports Healthy Lactation*

- 20 TEABAGS 140Z (40g)

Wound-Care
Ap#yﬁ%wenﬁdmnbrﬁﬁmdmﬁnmamm

wounts. Acive ingredients: Mercurialis perennis Tincure (M),
Calendula officinalis Tincture (M).
Armnica Ointroent
Use WELEDA's Arnica Oirtrment for bruises, sprains, sore and aching
Tincture (N).
Bum-Care
Ammgd.wam's&mﬂmdmmmofm
household's bums, sunb dinsect bites. Active ingredk Urtica
urers T, Arnica mortana X,
Venadoron Leg Toher

Revitalizes and tones tired legs. With copper and various plant extracts,
this ge! helps ease the feeling of discomfo fheaviness intired feet
andlegs.ﬁsehiduﬁngpregrww.aswelasforpeoplemmonm
feetalot.

-FootBakn

WWeleda's Foot Balm contains myrh and calendiula in a citrus base; it cools,
softens calluses and revitalizes the skin. it doesnot containmenthol,
ich could b rrtat



WELEDA NURSING TEA - Crtifed orgaric,ichintarins and minerals

Mother’s Milk is a complete and perfect nourishrent. Genlerally, breast-fed babies develop .
harmoniously, partly due to the dose bond formed between mother and child, Breast-feeding

provides a basis for good health throughout life. Even the best substitutes cannot impart the

resistance to ilinesses that mother's milk provides.

digestible and rich in vitamins and minerals. WELEDA's
thy lactation®*, but it also has a soothing effect on the
W's Nursing Tea has been sold to thousands of satisfied
v.weleda.com or call (800) 2411030
he FDA, This product is not intended to diagnose,

mﬁdemmbaghawpdboﬁngm Cover and let
stand for 5 minutes. Drink up to 3 cups dally. Because good water is
essential to brewing a great cup of tea, we recommend using spring
or filtered water to ensure the bestresult.
Ingredients: Fenugreek seed, Anise seed, Fennel seed, Caraway seed
mmemwmh Nussing Tea are grown and harvested

our
according to 4 mgwmwnmmby
BCS OKO-GARANTIE GMBH (Germany.
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This product Is

ded forl 1, and should not
be used during pngmncy wmlomwmumngwiﬁryourm
care provider.

*This statement has not been evaluated by FDA. This productis
not imended to diagnose, treat, qure or prevent any disease.

Made in Germarny / Fabriqué en Allemagne
DkvbuwdbylbsﬁbuéerELEDMNC.,NY—USA/
Purity Life Health Products Ltd, Ontario ~ Canada
www.weleda.com
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